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be deleted until implementation of the
plan is completed.

(b) The following types of reports and
studies prepared by or with funds pro-
vided by the Food and Drug Adminis-
tration are not available for public dis-
closure:

(1) Internal audits of agency needs
and performance.

(2) Records relating to the internal
planning and budget process.

(3) Legislative proposals or com-
ments prior to submission to Congress.

[42 FR FR 15616, Mar. 22, 1977, as amended at
50 FR 8995, Mar. 6, 1985]

§ 20.107 Food and Drug Administration
manuals.

(a) All Food and Drug Administra-
tion Staff Manuals and instructions to
staff that affect a member of the public
are available for public disclosure. An
index of all such manuals is available
at the Food and Drug Administration’s
Freedom of Information Public Room
in accordance with § 20.26.

(b) Manuals relating solely to inter-
nal personnel rules and practices are
not available for public disclosure ex-
cept to the extent that the Commis-
sioner determines that they should be
disclosed pursuant to § 20.82.

(c) All Food and Drug Administration
action levels which are used to deter-
mine when the agency will take regu-
latory action against a violative prod-
uct, limits of sensitivity and varia-
bility of analytical methods which are
used in determining whether a product
violates the law, and direct reference
levels above which Food and Drug Ad-
ministration field offices may request
legal action directly to the office of the
General Counsel, are available for pub-
lic disclosure.

[42 FR 15616, Mar. 22, 1977, as amended at 46
FR 8457, Jan. 27, 1981; 46 FR 14340, Feb. 27,
1981]

§ 20.108 Agreements between the Food
and Drug Administration and other
departments, agencies, and organi-
zations.

(a) All written agreements and un-
derstandings signed by the Food and
Drug Administration and other depart-
ments, agencies, and organizations are
available for public disclosure.

(b) A permanent file of all such
agreements and understandings is
available for public review during
working hours in the Food and Drug
Administration’s Freedom of Informa-
tion Public Room.

(c) All such agreements and under-
standings shall be published in the
FEDERAL REGISTER, except those agree-
ments and memoranda of under-
standing between FDA and State or
local government agencies that are co-
operative work-sharing agreements. In
lieu of publication of the complete text
of these agreements and under-
standings, FDA will publish in the FED-
ERAL REGISTER periodically, but not
less than once every 2 years, a notice
listing all such agreements and memo-
randa of understanding currently in ef-
fect between FDA and State or local
government agencies.

(d) Agreements and understandings
signed by officials of FDA with respect
to activities of the Office of Criminal
Investigations are exempt from the re-
quirements set forth in paragraphs (b)
and (c) of this section. Although such
agreements and understandings will
not be put on display in FDA’s Free-
dom of Information Public Room or
published in the FEDERAL REGISTER,
these agreements will be available for
disclosure in response to a request
from the public after deletion of infor-
mation that would disclose confiden-
tial investigative techniques or proce-
dures, or information that would dis-
close guidelines for law enforcement
investigations if such disclosure could
reasonably be expected to risk cir-
cumvention of the law.

[42 FR 15616, Mar. 22, 1977, as amended at 46
FR 8457, Jan. 27, 1981; 58 FR 48794, 48796, Sept.
20, 1993]

§ 20.109 Data and information ob-
tained by contract.

(a) All data and information obtained
by the Food and Drug Administration
by contract, including all progress re-
ports pursuant to a contract, are avail-
able for public disclosure when accept-
ed by the responsible agency official
except to the extent that they remain
subject to an exemption established in
subpart D of this part, e.g., they relate
to law enforcement matters as pro-
vided in § 20.88(b).
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